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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 



WHICHEVER IS LONGER. FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent tenti adjustment. See 37 CFR 1.704(b). 

Status 

I) IEI Responsive to communication(s) filed on 08 June 2007 . 

2a)K This action is FINAL. 2b)n This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Giaims 

4) |EI Claim(s) 1,2A-13. 18-27,52 and 53 is/are pending in the application. 
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5) 0 Claim(s) is/are allowed. 

6) S Claim(s) 1,2,4-13,18-27,52 and 53 is/are rejected. 
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8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 , 85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

1. In response to the applicant's amendment filed on: 06/08/2007. The current status of 
claim are as follows: Claim 1, 2, 4-27 and 52-53 are still pending. Claim 3 and 28-51 has been 
cancelled. 

Claim ReJecUons - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such that the subject matter as a whole 
would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived by 
the manner in which the invention was made. 

3. Claim 1-2, 4-13, 18-27 and 52-53 rejected under 35 U.S.C. 103(a) as being 
unpatentable over Gain et al US 4,708,836 and further in view of NPL#1 

Claim 1 and 21: Gain provides a teaching for a medical simulator of a substantially life size 
model of human head and the model being at least fabricated from a first material (see Gadn 
col. 5:43-67 artificial cranium) and a second material comprising at least of a solid (see Gain 
col. 1 1:45-57). While Gain et al is silent on the limitation of "the echogenicity of the second 
material being substantially different than an echogenecity of said first material such that the 
each simulated skull sutures can be readily distinguished in an ultrasound image of said 
model." The difference in density of the first material -epoxy resin- and the second material - 
oil and silicon mixture- would have resulted in a difference in echogenecity such that the first 
and second material be readily distinguished in an ultrasound image of said model. 
Gain fails to provide a teaching of having a simulated patent skull sutures. However, The 
infant skull model (see NPL #1), shows a photograph of a skull model that is substantially 
about the same size of an infant human head. The model disclosed shows visible anatomically 
correct patent sutures, such as: the metopic, sagital, coronal and lambdoid sutures. The 
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sutures portion of the model skull is shown as an opening on the model skull. Therefore, it 
would have been obvious to one of ordinary skilled in the art to include the feature of having a 
simulated patent skull sutures, as taught by NPL #1, because it would enable the Gain system 
to better approximate the physiology of an human infant. 

Claim 2: Gain provides a teaching for a medicsd simulator having a second material that fills 
opening in the first material (see col. 12:44-56). However, Gain fails to provide a teaching of 
having a simulated patent skull sutures. However, The infant skull model (see NPL #1), shows 
a photograph of a skull model that is substantially about the same size of an infant human 
head. The model disclosed shows visible anatomically correct patent sutures, such as: the 
metopic, sagital, coronal and lambdoid sutures. The sutures portion of the model skull is 
shown as an opening on the model skull. Therefore, it would have been obvious to one of 
ordinary skilled in the art to include the feature of having a simulated patent skull sutures, as 
taught by NPL #1, because it would enable the Gain system to better approximate the 
physiology of an human infaint. 

Claim 4 and 23: While Gain does not provide an explicit teaching where the second material is 
hypoechoic. The examiner takes the position that the difference in density of the first material 
-epoxy resin- and the second material -oil and silicon mixture-, would result in the second 
material being hypoechoic with respect to the first material. 

Claim 5 and 22: While Gain does not provide an explicit teaching where the second material is 
hypoechoic. The examiner takes the position that the difference in density of the first materigd 
-epoxy resin- and the second material -oil and silicon mixture-, would result in the second 
material being hypoechoic with respect to the first material. Therefore it would follow that the 
portion of the model that correspond to the first material would appear relatively bright and 
portions of the model corresponding to the second material appear relatively dark. 
Claim 6: Gain provides a teaching where the model includes a scalp portion which include a 
scalp portion (see Gain FIG 15) and the scalp portion of the model is covered in layer of the 
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second material, the second material covering at least a portion of the first material (see Gain 
col. 12:44-56). The limitation of "to prevent the simulated patent sutures from being identified 
tactilely" is being treated as an intended use limitation and currently not given patentable 
weight. 

Gain fails to provide a teaching of having a simulated patent skull sutures. However, The 
infant skull model (see NPL #1), shows a photograph of a skull model that is substantially 
about the same size of an infant human head. The model disclosed shows visible anatomically 
correct patent sutures, such as: the metopic, sagital, coronal and lambdoid sutures. The 
sutures portion of the model skull is shown as an opening on the model skull. Therefore, it 
would have been obvious to one of ordinary skilled in the art to include the feature of having a 
simulated patent skull sutures, as taught by NPL #1, because it would enable the Gain system 
to better approximate the physiology of an human infant. 

Claim 7-9: The examiner contends that the reference of Gain and NPL # 1 fails to show an 
ultrasound simulator with a patent suture that is filled with a mixture of starch and glue 
(claim 7). Similarly, the reference does not show the glue in the mixture to be a casein-based 
glue (claim 8) or a synthetic resin-based glue (claim 9). Instead, the combination of the Gain 
and NPL#1 reference used a mixture of oil and silicon (see col. col. 11:45-57). 
At the time the invention was made, it would have been an obvious matter of design choice to a 
person of ordinary skill in the art to model the sutures using a mixture of oil and silicon.or 
starch and glue mixtures. Furthermore, one of ordinary skilled in the art would have expected 
to both solutions to work equally well, the echogenicity of both materials are less than then 
solid portion of the skull. Therefore, it would have been prima facie obvious to modify Gain 
and NPL # 1 to obteiin the invention as specified in claim 7-9 because such a modification would 
have been considered a mere design consideration which fails to patentably distinguish over 
the prior art of Gain and NPL#1. 
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Claim 10 and 11: Gain fails to provide a teaching of having a simulated patent skull sutures. 
The infant skull model (see NPL #1), shows a model substantially about the same size on 
human head. The model disclosed shows visible anatomically correct patent sutures, such as: 
the metopic, coronal, sagital and lambdoid sutures. Therefore, it would have been obvious to 
one of ordinary skilled in the art to include the feature of having a simulated patent skull 
sutures, as taught by NPL #1, because it would enable the Gain system to better approximate 
the physiology of an human infant. 

However, the reference fails to show that the each of the sutures opening are beveled. At the 
time the invention was made, it would have been an obvious matter of design choice to a 
person of ordinary skill in the art to model to use beveled opening or any other types of opening 
(e.g.: flush opening). Furthermore, one of ordinary skilled in the art would have expected to 
both solutions to work equally well, since the type of opening would not matter in its 
echogenicity properties with respect to an ultrasound device or training. 

Therefore, it would have been prima facie obvious to modify NPL # 1 to obtain the invention as 
specified in claim 10 because such a modification would have been considered a mere design 
consideration which fails to patentably distinguish over the prior art of NPL #1. 
Claim 12: Gain provides a teaching where the medical simulator comprised of at least one 
simulated fused skull sutures (see Gain FIG. 2). 

Claim 13: Gain provides a teaching where the medical simulator comprised of at least one 
simulated fused skull sutures made from a first material (see Gain col. 5:43-67 artificial 
cranium). 

Claim 18 and 19: Gain provides a teaching of an opaque layer configured to cover each of the 
simulated skull sutures and the scalp areas (see col. 12:44-56). The limitation of "so that a 
trainee cannot readily visually determine whether a specific skull sutures is patent or skull by 
inspecting the moder is being treated as an intended use limitation and currently not given 
patentable weight. 
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Claim 20: Gain provides in teaching where the head is utilized for the substantially hfe size 
model of a human head (see col. 2:7-14). 

Claim 26: Gain fails to provide a teaching of having a simulated patent skull sutures. 
However, the infant skull model (see NPL #1), shows a model substantially about the same size 
on human head. The model disclosed shows visible anatomically correct patent sutures, such 
as: the metopic, coronal, sagital and lambdoid sutures. The reference also shows that the 
sagital and metopic sutures are formed in a way that the opposites walls of the opening would 
meet in an end-to-end fashion. Therefore, it would have been obvious to one of ordinary skilled 
in the art to include the feature of having a simulated patent skull sutures, as taught by NPL 
#1, because it would enable the Gain system to better approximate the physiology of an human 
infant. 

However, the reference fails to show that the each of the sutures opening are beveled. 
At the time the invention was made, it would have been an obvious matter of design choice to a 
person of ordinary skill in the art to model to use beveled opening or any other types of opening 
(e.g.: flush opening). Furthermore, one of ordinary skilled in the art would have expected to 
both solutions to work equedly well, since the type of opening would not matter in its 
echogenicity properties with respect to an ultrasounic device or training. 

Therefore, it would have been prima facie obvious to modify NPL #1 to obtain the invention as 
specified in claim 26 because such a modification would have been considered a mere design 
consideration which fails to patentably distinguish over the prior art of NPL #1. 
Claim 27: Gain provides a teaching for a medical simulator of a substantially life size model of 
human head and the model being at least fabricated from a first material (see Gain col. 5:43-67 
artificiad cranium) and a second material comprising at least of a solid (see Gain col. 1 1:45-57). 
While Gain et al is silent on the limitation of "the echogenicity of the second material being 
substantially different than an echogenecity of said first material such that the each simulated 
skull sutures can be readily distinguished in an ultrasound image oif said model." The 
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difference in density of the first material -epoxy resin- and the second material -oil and silicon 
mixture- would have resulted in a difference in echogenecity such that the first and second 
material be readily distinguished in an ultrasound image of said model. 
Gain fails to provide a teaching of having a simulated patent skull sutures. However, The 
infant skull model (see NPL #1), shows a photograph of a skull model that is substantially 
about the same size of an infant human head. The model disclosed shows visible anatomically 
correct patent sutures, such as: the metopic, sagital, coronal and lambdoid sutures. The 
sutures portion of the model skull is shown as an opening on the model skull. Therefore, it 
would have been obvious to one of ordinary skilled in the art to include the feature of having a 
simulated patent skull sutures, as taught by NPL #1, because it would enable the Gain system 
to better approximate the physiology of an human infant. While Gain does not provide an 
explicit teaching where the second material is hypoechoic. The examiner t£ikes the position 
that the difference in density of the first material -epoxy resin- and the second material -oil 
and silicon mixture-, would result in the second material being hypoechoic with respect to the 
first material. Therefore it would follow that the portion of the model that correspond to the 
first material would appear relatively bright and portions of the model corresponding to the 
second material appear relatively dark 

Claim 52: Gain provides a teaching of medical simulator of substantially life-size model of 
human head (see col. 2:7-14) including two eyes, mouth, ears (see col. 11:17-30). While Gain 
et al is silent on the limitation of *the echogenicity of the second material being substantially 
different than an echogenecity -of said first material such that the each simulated skull sutures 
can be readily distinguished in an ultrasound image of said model.* The difference in density 
of the first material -epoxy resin- and the second material -oil and sihcon mixture- would have 
resulted in a difference in echogenecity such that the first and second material be readily 
distinguished in an ultrasound image of said model. 



Application/ Control Number: 10/729,364 Page 8 

Art Unit: 3714 

Gain fails to provide a teaching of having a simulated patent skull sutures. However, The 
infant skull model (see NPL #1), shows a photograph of a skull model that is substantially 
about the same size of an infant human head. The model disclosed shows visible anatomically 
correct patent sutures, such as: the metopic, sagital, coronal and lambdoid sutures. The 
sutures portion of the model skull is shown as an opening on the model skull. Therefore, it 
would have been obvious to one of ordinary skilled in the art to include the feature of having a 
simulated patent skull sutures, as taught by NPL #1, because it would enable the Gain system 
to better approximate the physiology of an human infant. 

Claim 53: Gain provides a teaching of mediced simulator of substeintially life-size model of 
human head (see col, 2:7-14) including two eyes, mouth, ears (see col. 11:17-30). While Gain 
et al is silent on the limitation of "the echogenicity of the second materiail being substantially 
different than an echogenecity of said first material such that the each simulated skull sutures 
can be readily distinguished in an ultrasound image of said model.* The examiner takes the 
position that the difference in density of the first material -epoxy resin- and the second 
material -oil and silicon mixture-, would result in the second material being hypoechoic with 
respect to the first material. Therefore it would follow that the portion of the model that 
correspond to the first material would appear relatively bright and portions of the model 
corresponding to the second material appear relatively dark. 

Gain fails to provide a teaching of having a simulated patent skull sutures. However, The 
infant skull model (see NPL #1), shows a photograph of a skull model that is substantially 
about the same size of an infant humain head. The model disclosed shows visible anatomically 
correct patent sutures, such as: the metopic, sagital, coronal and lambdoid sutures. The 
sutures portion of the model skull is shown as an opening on the model skull. Therefore, it 
would have been obvious to one of ordinary skilled in the art to include the feature of having a 
simulated patent skull sutures, as taught by NPL #1, because it would enable the Gain system 
to better approximate the physiology of an human infant. 
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Allowable Subject Matter 

4. Claim 14-17 and 25 objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 

Response to Arguments 

5. Ajpplicant's arguments with respect to clsiim 1-2, 4-27 and 52-53 have been considered 
but are moot in view of the new ground(s) of rejection. 

6. With respect applicant's argument on claim 4 and 15, applicant's argument and 
amendment are sufficient. Previous rejection on these claims have been withdrawn. 

7. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant 
is reminded of the extension of time policy as set forth in 37 CFR 1. 136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1. 136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert J. Utama whose telephone number is (571) 272-1676. 
The examiner can normally be reached on M-F 9:00-5:30. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert Pezutto can be reached on (571)272-6996. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for pubhshed applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would Uke assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



RU 



RONALD LANEAU 
PRIMARY EXAMINER 
ART UNIT 3714 




